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1 . Claims 1-34 are pending in this application. 

2. Claims 1-34 are rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. 

Claims 1-5, 6-19, 23, 26-34 are rejected under 35 U.S.C. 1 12, second paragraph, 
as being incomplete for omitting essential steps, such omission amounting to a gap 
between the steps. See MPEP § 2172.01. The omitted steps are: (i) obtaining a test 
sample from a patient (ii) obtaining pretreatment values and (iii) "treating the patient with 
hyperbaric oxygen" before step "[b. determining if the patient will respond favorably to 
hyperbaric therapy treatment]". 

Claim 34 is indefinite because the kit claimed does not set forth the kind nor 
amount of chemical(s) present. Alternatively, the metes and bounds intended by the kit 
claim cannot be determined. 

Correction is required to particularly point out and distinctly claim the subject 
matter which applicant regards as the invention. 

3. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form 
the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 



(a) the invention was known or used by others in this country, or patented or described in a printed 
publication in this or a foreign country, before the invention thereof by the applicant for a patent. 
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The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 1-2, 4, 6-16, 18, 20-30, 32, and 34 are rejected under 35 U.S.C. 102(a) 
as anticipated by or, in the alternative, under 35 U.S.C. 1 03(a) as obvious over 
McMahon etal (Nature Medicine, Vol. 8 No. 7; pp 711-717, (2002). 

McMahon et al disclose methods that measure nitric oxide (NO) in blood and 
provide important data for clinical decision-making. McMahon et al report "[To 
determine whether the exposure to air in the course of sample handling can affect NO 
disposition within Hb, triggering the formation of SNO-Hb, we measured levels of SNO- 
Hb and Hb[FeNO] in human venous blood processed either in room air or in a glove box 
(0 2 controlled chamber) set to a pO 2 approximating that measured in the venous 
blood]". See page 712. Regarding the "threshold value" limitations claimed, McMahon 
et al report evaluating and monitoring patient's blood before, during and after pO 2 
treatments. Note pages 711-71 6. With respect to determining whether a patient will 
respond favorably to hyperbaric oxygen therapy, McMahon et al report "[The ability to 
monitor and manipulate blood levels of NO, in conjunction with 0 2 and carbon dioxide, 
may therefore prove useful in the diagnosis and treatment of many human conditions 
and in the development of new therapies.]" With respect to the limitations describing 
"nitric oxide-related product" in the specimen, McMahon et al disclose or suggest by- 
products of NO bioactivity in the blood samples assayed which would inherently include 
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nitrate or nitrite. Note pages 71 1-716. Regarding instant claims 26-27, McMahon et al 
also address nitric oxide bioavailability. See Figures 1-4) on pages 712-7-15. In 
addition, regarding the kit described in claim 34, McMahon et al report using reagents 
for the measurement of Hb-NO in blood samples. See page 716. Further, McMahon et 
al describe NO production increases, decreases and bioactivity in blood samples. See 
pages 712-714. Thus, McMahon et al disclose the invention as claimed except for 
using the phrase "determining whether a patient will respond favorably to hyperbaric 
oxygen therapy treatment". 

However, regarding "determining whether a patient will respond favorably to 
hyperbaric oxygen therapy treatment" recited in the instant claims, McMahon et al 
disclose "[The ability to monitor and manipulate blood levels of NO, in conjunction with 
O2 and carbon dioxide, may therefore prove useful in the diagnosis and treatment of 
many human conditions and in the development of new therapies.]" See the abstract. 
McMahon et al therefore discloses or addresses the determining whether a patient will 
respond favorably limitation that has been deemed an inherent property of the method 
steps claimed. Thus, McMahon et al disclose the invention claimed except for directly 
describing the inherent response property that the McMahon et al disclosure inherently 
possesses which anticipates or renders obvious the invention as claimed. 

The burden of proof is on applicants to show patentably distinct differences 
between the McMahoe et al disclosure and the invention as presently claimed. 



Application/Control Number: 10/716,657 Page 5 

Art Unit: 1655 

4. Claims 3, 5, 17, 19, 31, and 33 are objected to as being dependent upon a rejected 
base claim, but would be allowable if rewritten in independent form including all of the 
limitations of the base claim and any intervening claims. 

5. The Haung et al (Neuroscience Letters, Vol. 293, pp 159-162, (2000); and Boykin, 
Jr. references (US 6,436,366 B2; 6,312,663 B1 and 6,344,181 B2) have been cited to 
further show the state of this art. 

6. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Louise N. Leary whose telephone number is 571-272- 
0966. The examiner can normally be reached on Monday to Friday from 10 to 6:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Terry McKelvey, can be reached on 571-272-0775. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
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For more information about the PAIR system, see http://pair-direct.uspto.gov. 
Should you have questions on access to the Private PAIR system, contact the 
Electronic Business Center (EBC) at 866-217-9197 (toll-free). 
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